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DETAILED ACTION 

Claim Rejections - 35 USC §103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claims 1, 2, 5-7, 15, and 17 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Gill et al. (US Pat. No. 6,1 13,637) in view of Branch et al. (US Pat. No. 6,174,31 1). Gill et 
al. discloses the following of the claim 1 : an insertion plate, comprising: a base (central portion 
of element 76); a first mounting element (upper element 90) of the base; a second mounting 
element (lower element 90) of the base, wherein the first and second mounting elements 
cooperate to engage and orient first and second members of a two-piece intervertebral disc 
replacement device for simultaneous insertion into an intervertebral disc space of a spinal 
column; and a stem (74) with an insertion handle (72). The insertion plate further includes a 
ledge member (79). A portion of the intervertebral disc is removed from the spinal column (col. 
8, lines 24-30); the first and second members are inserted into the disc space simultaneously; 
clips are available to allow the insert plate to remain coupled to the members while the members 
are being installed into the vertebral bones; and the insertion plate is removed from members 
after their insertion (col. 6, lines 49-67; col. 7, lines 30-53; col. 8, lines 24-55). 

However, Gill et al. does not disclose the insertion plate including modular pieces, 
including the handle and the stem being connected by a bore and tapered shaft. Branch teaches 
an insertion tool that comprises modular pieces including a handle fitting into the bore of a stem 
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in col. 10, line 39 through col. 11, line 57 for the purpose of giving the insertion tool a greater 
range of motion to make it easier to insert the implant. Therefore, it would have been obvious to 
one having ordinary skill in the art at the time the invention was made to construct the insertion 
tool from modular pieces in order to give the insertion tool a greater range of motion and 
therefore, make it easier to insert the implant. 

In addition it would have been obvious to one having ordinary skill in the art at the time 
the invention was made to construct the insertion device of Gill et al. into modular pieces, since 
it has been held that constructing a formerly integral structure in various elements involves only 
routine skill in the art. 168 USPQ 177, 179. 

Claims 3, 4, 7, 13, and 14 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Gill et al. in view of Branch et al., as shown in claim 1, further in view of Michelson (US Pub. 
No. 2002/0004683). Gill et al., as modified by Branch et al, discloses the invention 
substantially as claimed, however, Gill et al. does not disclose the mounting elements and the 
intervertebral disc replacement device having flanges and holes for fasteners. Michelson teaches 
a spinal implant tool where the mounting elements and the intervertebral disc replacement device 
have flanges and holes for fasteners in paragraphs 0006-0013 and 0066-0075 for the purpose of 
better securing the intervertebral disc replacement device to the mounting elements. Therefore, 
it would have been obvious to one of ordinary skill in the art at the time the invention was made 
to provide the mounting elements and the intervertebral disc replacement device with holes for 
fasteners in order to better secure the intervertebral disc replacement device to the mounting 
elements. 
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Claim 16 is rejected under 35 U.S.C. 103(a) as being unpatentable over Gill et al. in view 
of Branch et al, as shown in claim 15, further in view of Sanderson (U.S. Pat. No. 4,105,407). 
Gill et al, as modified by Branch et al., discloses the invention substantially as claimed, 
however, Gill et al. does not disclose the implant as being in a sterile package. Sanderson 
teaches a sterilization technique for medical devices in col. 2, lines 54-56 for the purpose of 
safeguarding the patient by preventing infection. It would have been obvious to one of ordinary 
skill in the art at the time the invention was made, to make the implant part of a sterile assembly 
package to safeguard the patient by preventing infection. 

Response to Arguments 

Applicant's arguments filed 1/26/2009 have been fully considered but they are not 
persuasive. Upon further consideration of the claim language in the current application, the 
claims are directed towards only the insertion plate and not the combination of an insertion plate 
and an intervertebral disc replacement device. The amended language describes features of the 
disc replacement device, which has not been positively claimed because of the claims' functional 
language. In order to be given patentable weight, a functional recitation must be supported by 
recitation in the claim of sufficient structure to warrant the presence of the functional language. 
It is respectfully suggested that the Applicant direct the claims towards a system or a kit 
comprising the insertion plate and the disc replacement device, so that the replacement device 
will be positively claimed. 
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Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to ANN SCHILLINGER whose telephone number is (571)272- 
6652. The examiner can normally be reached on Mon. thru Fri. 9 a.m. to 4 p.m.. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, David Isabella can be reached on (571) 272-4749. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/A. SJ 

Examiner, Art Unit 3774 



/DAVID ISABELLA/ 

Supervisory Patent Examiner, Art Unit 3774 



